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1. Name of Investigator: Pr * ***rbert J* SpOOf V1) 

Dr. Alexander Borota (2) 
r , ... . Dr* Thomas H. McGavack (3) 

2. Titlfe: '* 0 '’ U . ^ A .j;'r £5 r j,. 1 ' VJ .*:': : ' V . " f 4v:.: 5. .•• :i C.f +'.\1 

}1) Assistant Professor of Dermatology) (2) Associate Attending Deroatologist| 
(3) Director, Hew York Medical College, Metropolitan Medical Center 

3. Institution Research Unit* 


& Address: 

New York Medical College 

Metropolitan Medical Center Research Unit 

at Bird S. Color Hospitai 

}{i Project or Subject: *•««• »*»«* l7 * N «» York 

; 5 /;. ?-^f.a yi Rcqui;'jrr enn. 

This study will ddal with the following quastionsi (1) How dots smoking affect the 
, oral mucosa of aged patients) (2) Can a possible correlation be made between smoking 
and the development of cancerous or pre-cancerous lesions in the oral mucosai 
(3) shat is the frequency or association of smoking and the development of 
pre-cancerous or cancerous lesions of the oral mucosa? 


r y -TO. Additional:hvtarf^tfn fincludbg ft fatlan of work: to other presets. oncrofHsr sojis^j n} <*■ 
v t: 5. Detailed Plan of Procedure (Use reverse side if additional space is needed): 

other ?£\xt ■? of frw~‘;.yV 

See attached protocol* 
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Smoking or the U6« of tobacco In any fora as a cancerogenlc factor 
has been studied by a number of Investigators* The results of these studies have y 
been widely variant in their conclusions* Some workers have considered the use of 
tobacco an important causative agent in the development of caneer of the lung and : ' 
mucous membranes of the oral cavity* Other workers have felt that it was a 
relatively unimportant cancerogenlc agent. These contributions expressing somewhat 1 
opposite viewpoints all arise from good scientific sources. Therefore, it would 
seem apparent, even to the casual observer, that in the studies which have been * 

carried out, factors other than tobacco may have been coapletely overlooked or 
olslnterproted. In view of the confusion in the field, it seems wise to direct 
a study towards answering the following questions! (1) How dees smoking affect the 
oral mucosa of geriatric patientsj (2) Does Broking alone produce cancer or precancer 
of the oral mucosaj (3) Does smoking alone predispose to cancer or precancer formation 
of the oral mucosa and (4) What is the role and importance of other cancerogenlc 
factors in the domestic and occupational environment in the development of oral cancer? 

• . , • ■ • . 4 ; 
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In the present study it is planned to examine by methods later detailed f 
the oral cavities of a large number of people within a geriatric population* A ' 
certain percentage of these people have never smoked and the others have been smokers 
or users of tobacco in some form to a greater or a lesser extent* All subjects will 
be chosen from the wards of the Bird S. Color Hospital* There are several obvious , 

reasons why the oral cavity has been chosen for this type of observation! 

1* Tht oral cavity is exposed to the highest concentration of smoke and O , 

other inhaled material| ® 

2* It may react to irritation from a wide variety of causes with no ^ 

discernible response) or an inflammatory reaction with cancer or ££ 

pre-cancer formation! 

.CO 

3* It is an area which is easy to examine and reexamine accurately W 

end continuously. Moreover, this is an area from which objective 
biopsy studies may be made with relative ease. These subjects will be 
divided into groups in relation to their use of tobacco. All of those 
who do not smoke at all will be placed in a single group. The remainder 
will be divided into sub-groups predicated upon their smoking habits. 

In each subject historical data will be gained regarding (a) race, age 
and sex| (b) occupational and domestic environmental history) (c) duration and 
intensity (amount of the Use of tobacco in any fora and (d) familial history, which 
is to include both smoking and non-smoking members In so far as obtainable* 

Physical examination will Include a study of (a) body habitue, natural 
pigmentation, eye color, personal distinguishing characteristics) (b) careful .... <■'{.[ ^ 
examination of the oral cavity and readily visible adjacent structures! (c) a 
general examination to detect other lesions of skin or mucous membranes and 
(d) general medical and dermatological examinations* 
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Influence of Sacking •••••»•• Cont'd. 


Laboratory exaainations will be employed when and as 
necesaary to establish a diagnosis. These will include* 

1. Routine cheaical and serological examinations. 

2. 'dhere indicated, special tests will be done, such aa 
cultures of the mouth and of the lesions themselves. 

3. Biopsies of those lesions which clinically demand removal; 
biopsies of lesions which are suspected of being cancerous or 
pre-cancerous. 

Tata collected as above will be analyzed to answer questions 
which have been raised in connection with the use of tobacco. 

At least 1,500 patients will be studied so that deductions can » 
probably be made statistically valid. f 
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6. Budget Plan: 


TOBACCO INDUSTRY Mn h. : . 

1W lASf fOWf SECON^^* ,v-. ■; SIS, 200.00 

Expendable Supplies , _8iQ»0Q_ 

•i=,V ; Application 6 !''?, an ?^k E ^ ui P ment - ~ 3gg»gQ- 

-Overhead- tsj if - 2 , 48 2* 50 

Other * 


Total $ 19,032.30- 
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7. Anticipated Duration of Work: M 1#a#t on# ycal . 
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8. Facilities and Staff Available: 


vaiiame: AU available at p #M arch Unit at Bird 3. Color Hospital t 

i on the wards of the tas&e hospital *-* l ; w ? e: !’ y-*aswto-..e<?*&*| 
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10. Additional Information (Including relation of work to other projects and other sources of supply): 
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Ho other sources of supply* 
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